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SUBCHAPTER C—ADMINISTRATIVE DATA STANDARDS AND 
RELATED REQUIREMENTS

PART 160—GENERAL 
ADMINISTRATIVE REQUIREMENTS

Subpart A—General Provisions

Sec.
160.101 Statutory basis and purpose. 
160.102 Applicability. 
160.103 Definitions. 
160.104 Modifications.

Subpart B—Preemption of State Law

160.201 Applicability. 
160.202 Definitions. 
160.203 General rule and exceptions. 
160.204 Process for requesting exception de-

terminations. 
160.205 Duration of effectiveness of excep-

tion determinations.

Subpart C—Compliance and Enforcement

160.300 Applicability. 
160.302 Definitions. 
160.304 Principles for achieving compliance. 
160.306 Complaints to the Secretary. 
160.308 Compliance reviews. 
160.310 Responsibilities of covered entities. 
160.312 Secretarial action regarding com-

plaints and compliance reviews.

AUTHORITY: Sec. 1171 through 1179 of the 
Social Security Act, (42 U.S.C. 1320d–1329d–8) 
as added by sec. 262 of Pub. L. 104–191, 110 
Stat. 2021–2031 and sec. 264 of Pub. L. 104–191 
(42 U.S.C. 1320d–2(note)).

SOURCE: 65 FR 82798, Dec. 28, 2000, unless 
otherwise noted.

Subpart A—General Provisions

§ 160.101 Statutory basis and purpose. 
The requirements of this subchapter 

implement sections 1171 through 1179 of 
the Social Security Act (the Act), as 
added by section 262 of Public Law 104–
191, and section 264 of Public Law 104–
191.

§ 160.102 Applicability.
(a) Except as otherwise provided, the 

standards, requirements, and imple-
mentation specifications adopted under 
this subchapter apply to the following 
entities: 

(1) A health plan. 
(2) A health care clearinghouse. 

(3) A health care provider who trans-
mits any health information in elec-
tronic form in connection with a trans-
action covered by this subchapter. 

(b) To the extent required under sec-
tion 201(a)(5) of the Health Insurance 
Portability Act of 1996, (Pub. L. 104–
191), nothing in this subchapter shall 
be construed to diminish the authority 
of any Inspector General, including 
such authority as provided in the In-
spector General Act of 1978, as amended 
(5 U.S.C. App.).

EFFECTIVE DATE NOTE: At 67 FR 53266, Aug. 
14, 2002, in § 160.102, paragraph (b) was amend-
ed by removing the phrase ‘‘section 201(a)(5) 
of the Health Insurance Portability Act of 
1996, (Pub. L. No. 104–191)’’ and adding in its 
place the phrase ‘‘the Social Security Act, 42 
U.S.C. 1320a–7c(a)(5)’’, effective Oct. 15, 2002.

§ 160.103 Definitions.
Except as otherwise provided, the fol-

lowing definitions apply to this sub-
chapter: 

Act means the Social Security Act. 
ANSI stands for the American Na-

tional Standards Institute. 
Business associate: (1) Except as pro-

vided in paragraph (2) of this defini-
tion, business associate means, with re-
spect to a covered entity, a person who: 

(i) On behalf of such covered entity 
or of an organized health care arrange-
ment (as defined in § 164.501 of this sub-
chapter) in which the covered entity 
participates, but other than in the ca-
pacity of a member of the workforce of 
such covered entity or arrangement, 
performs, or assists in the performance 
of: 

(A) A function or activity involving 
the use or disclosure of individually 
identifiable health information, includ-
ing claims processing or administra-
tion, data analysis, processing or ad-
ministration, utilization review, qual-
ity assurance, billing, benefit manage-
ment, practice management, and re-
pricing; or 

(B) Any other function or activity 
regulated by this subchapter; or 

(ii) Provides, other than in the capac-
ity of a member of the workforce of 
such covered entity, legal, actuarial, 
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